In 1990 the case of Robbie Powell catalogued a story of medical errors and neglect that ultimately lead to his untimely death from Addison's disease at 10 years of age. In this high-profile case, the child's father felt that events were made even more unbearable by failures of health care providers to offer credible explanations for what had occurred and subsequently by the detrimental actions of investigatory bodies. 1 Despite tireless and tenacious legal challenges, Robbie Powell's father was denied the truth for nearly 2 decades. It is now established that forgery and falsification of patient medical records occurred and investigations were plagued by conflict of interest and dishonesty, including cabinet ministers providing false parliamentary answers. 2 Indeed, two Police Complaints Authority investigations into the handling of the case named the DyfedPowys police force as 'institutionally incompetent' and identified 35 separate potential criminal offences including falsification of documents and perverting the course of justice. 3 No criminal prosecutions were brought and in May 2000 the European Court of Human Rights stated in a judgement on the case that:
As the law stands now . . . doctors have no duty to give parents of a child who died as a result of their negligence a truthful account of the circumstances of the death, nor even refrain from deliberately falsifying records. 4 Although this case must be considered rare and indeed extreme, it is important to take a moment to reflect on a purely human level how one would feel if a loved one suffered serious harm or death as the result of a medical incident. Add to that emotional turmoil the distress of not being told what had happened or the insult of being deceived by those with whom care and support had been entrusted. In the 27 years since this tragic case, the National Health Service (NHS) has slowly moved towards a culture of transparency and openness. This article discusses the UK statutory Duty of Candour (DoC) and the implications for enacting the legislation with respect to perioperative and intensive care medicine.
The importance and implications of candour
The General Medical Council (GMC) provides unequivocal professional guidance regarding DoC and requires doctors to: 'tell the patient (or, where appropriate the patient's advocate, carer or family) when something has gone wrong, apologise to the patient . . ., offer an appropriate remedy or support to put matters right (if possible) [and] fully explain to the patient . . . the short and long term effects of what has happened'. 5 In 2013, a report by Professor Don Berwick concluded that a statutory DoC was unnecessary given the existing guidance and professional regulation and warned that such legislation would result in defensive documentation and excessive bureaucracy. 6 However, DoC failings have been shown to be endemic within our health care system, with estimates of 24-30% nondisclosure rates by health care providers following medical errors.
7 8 Such high rates may lend support to concerns regarding the potential administrative workload, but are also indicative that professional regulation in isolation has been inadequate. Other concerns regarding a statutory DoC have included that it might hinder reporting and learning through fear of prosecution or public infamy, 9 or that there was a risk of causing The relationship between doctor and patient continues to evolve; it has long been considered right that a patient be informed of treatment options and involved in decisions regarding their care. 10 In the event of a clinical incident, candid disclosure is fundamental to a patient's understanding of their current condition and their ability to make informed decisions about their future care. A failure of DoC may therefore deprive patients of their autonomy and render future consent to treatments invalid. Fear of litigation is an important contributor to clinician nondisclosure 11 and a potential organisational-level barrier to DoC, something that the NHS Litigation Authority (NHSLA) has been slow to dispel. In 2007 an NHSLA-published circular titled Apologies and Explanations, included advice that 'care needs to be taken in the dissemination of explanations so as to avoid future litigation risks'. 12 This advice was superseded in May 2009, but this wording still finds its way into acute trust claims handling policies to this day. 13 In fact, open disclosure is likely to have the opposite effect; following the implementation of an active medical error disclosure system at the University of Michigan Health System there was a 61% decrease in defence costs and a reduction in claims. 14 A study by the Healthcare Commission reviewing >10 000 complaints found that the majority of complainants simply wanted an apology, a better explanation of events or reassurance that lessons had been learned. 15 Given that the NHS paid out £1.1 billion to patients or their legal representatives in the financial year 2014-15, 16 the financial argument for DoC is also compelling.
The statutory duty of candour
Despite such persuasive arguments and legal challenges by patients, relatives and advocate groups, individual cases have only intermittently attained the media spotlight. It took the exposure of harm and cover-up on an institutional scale to create enough public outcry to catalyse change. Following events at Mid-Staffordshire NHS Foundation Trust (Mid-Staffs), the public inquiry led by Sir Robert Francis QC uncovered appalling patient care compounded by systemic failings. 17 The report found that failures of leadership and a lack of openness, transparency and candour allowed such maltreatment to perpetuate. The Mid-Staffs scandal exposed the limitations of professional regulation and the introduction of a statutory duty of candour was among the report's most important recommendations:
Unless steps are taken to evidence the importance of candour by creation of some uniform duty with serious sanctions available for non-observance, a culture of denial, secrecy and concealment of issues of concern will be able to survive anywhere in the healthcare system . . . a duty of candour written into commissioning contracts . . . is not sufficient . . . An overarching duty of candour should be defined and enshrined in statue, accompanied in serious, defined situations by criminal sanctions'. The CQC is responsible for enforcing the statutory DoC and interprets the regulation using the three individual and cultural characteristics described in the Francis report:
• Openness: enabling concerns to be raised and disclosed freely without fear and for questions to be answered • Transparency: allowing true information about performance and outcomes to be shared with staff, patients and the public • Candour: ensuring that patients harmed by a health care service are informed of the fact and that an appropriate remedy is offered, whether or not a complaint has been made or a question asked about it. 17 In practice, this means providing a full and truthful account to a patient or their representative, in person, as soon as reasonably practicable after a notifiable patient safety incident has occurred. An apology and an explanation of any further inquiries to be conducted must be provided. A written record of the notification and the results of subsequent inquiries must be made and copies provided for the patient or his/her representative. Where indicated, reasonable emotional, psychological and physical support must be provided for those affected by the incident.
Failure to comply with the requirements of the legislation is a criminal offence. The CQC is able to bring prosecutions for breaches without prior warning, leading to fines or other regulatory action. Doctors, although not individually vulnerable to criminal prosecution as a result of the statutory DoC, must abide by their professional and contractual DoC requirements and must also comply with their organisation's statutory DoC policies.
The duty of candour, anaesthesia and intensive care medicine
The explicit inclusion of unplanned transfer to the intensive care unit (ICU) within the descriptor for a moderate harm notifiable safety incident has significant implications for the perioperative and intensive care specialties. Unplanned ICU admission or readmission may represent a procedural complication, a failure of ward care or erroneous decision making prior to ICU discharge, however, in many cases differentiating the natural progress of a patient's condition from an unintended or unexpected incident may be challenging.
There is potential for considerable disagreement between specialties as to whether a patient's medical, surgical, anaesthetic or intensive care consultant should take the lead in DoC processes. Anaesthetists and intensivists may be cautious about shouldering a disproportionate share of the DoC burden within the trust, as may be perceived to be the case in other areas of difficult communication such as resuscitation and ceiling of care decisions. Such an approach has the potential to entrench stereotypes, increase reticence regarding DoC among particular specialty groups and be damaging to interspecialty relations. In addition, many patients who suffer clinical harm will not be suitable for or require ICU admission and such patients may be missed if excessive responsibility for DoC is placed on anaesthetists and intensivists or if ICU admission is relied upon as a DoC safety net.
Conversely, it is undeniable that anaesthetists and intensivists are experienced communicators, well-practised in difficult discussions with patients or relatives who are often at their most frightened, angry or distressed. We already have an important role in the clinical management of patients subject to medical incidents and are often able to step into situations as a somewhat neutral third party who was not clinically or emotionally involved in the preceding care or problem and able to offer hope of resolution. We have the opportunity to lead by example in this area, striving above all to reduce the psychological harm resulting from medical incidents and considering this to be a fundamental aspect of anaesthesia and intensive care medicine.
The definitions within the statutory DoC are open to interpretation, although it is noteworthy that the CQC guidance specifically includes case examples involving recognised and prospectively consented-for complications. 21 There is therefore potential for significant additional administrative workload at a time when resources are already overstretched. A recent, unpublished audit and review of consecutive unplanned ICU readmissions over an 18-month period at a specialist surgical centre in London highlighted that in no cases (n¼63) was there a documented DoC candour discussion, suggesting that hospital trusts may be struggling to adapt to the new legislation. Meeting the requirements of the statutory DoC requires engagement at all levels within a health care organisation. Senior management must promote a safety culture of candid disclosure, reporting, reviewing and learning. Staff should receive dedicated training covering the context for DoC, individual responsibilities and the skills required to deal effectively and compassionately with DoC scenarios. At a divisional level, interspecialty collaboration is required to produce workable policies for identifying, reporting and responding to all notifiable safety incidents. Within the ICU, it may be possible to incorporate aspects of the DoC requirements into existing processes. For example, detailed communication with patients or relatives is routine after ICU admission; such discussions could comprise the initial DoC notification and be recorded accordingly within a designated DoC pro forma or adapted family discussion documentation. For individual clinicians, the NPSA Being Open Framework provides comprehensive guidance on the principles and practicalities of candid disclosure 20 ; the NHSLA also provides advice regarding DoC procedures and emphasizes that providing an apology does not amount to an admission of liability. 22 Further clarification regarding interpretation of the safety incident notification criteria would be useful, as would the development of standards for communication and incident follow-up. Currently work is ongoing by the Clinical Disputes Forum (CDF), chaired by the Right Hon Sir David Latham, to develop a Code to Candour in Medicine, which aims to provide guidance regarding the application of the statutory DoC in clinical practice. 23 
Conclusion
If we accept that zero harm, while aspirational, is unachievable, then the next logical step is to optimise our response when harm occurs. Like any challenging area of clinical medicine, DoC quality improvement should be driven through robust governanceincident reporting, audit, protocols and multidisciplinary training must be the cornerstones of practical and cultural change. It is not just our moral obligation to undertake this work, it is our legal responsibility to initiate these changes despite a lack of clarity surrounding aspects of the statutory requirements. There are unanswered questions, however, these should not impede action for the benefit of patients, families, clinicians and health care organisations. It is clear that the statutory DoC legislation has the potential to generate excessive notifications and paperwork, which in turn may lead to clinician frustration, public confusion and a devaluing of DoC principles in general. It is therefore essential that we do not forget the background to this legislation or its aims and aspire to improve patient safety and avoid the secondary harm that results from mismanaging the aftermath of clinical incidents. Situations involving medical harm are perhaps the most sensitive and potentially damaging for patients, their relatives and our relationships with them. They deserve our finest communication, compassion and care.
